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Medicinal Products Medical Devices

Type of report Annual Safety Report (ASR) Clinical Investigation Report

Frequency of
preparation

Annually

< 1 year of the end of the clinical
investigation 

< 3 months of the early termination or
temporary halt

Regulation/
Guidelines

Regulation (EU) 536/2014 Regulation (EU) 2017/745 

Content and Format
 ICH E2F guideline on

development safety update
report

Commission Guidance on the content
and structure of the summary of the
investigation report (2023/C 163/06)

Submission

< 60 calendar days after DLP 

Submission through à 
Clinical Trials Information

System (CTIS)

Submission through EUDAMED (when
fully functional)

In the meantime, submission via the
respective national procedures, if

applicable

Safety Reports 
Clinical Development Phase



Medicinal Products Medical Devices

Type of report Periodic Safety Update Report (PSUR) Periodic Safety Update Report (PSUR)

Frequency of
preparation

According to the EURD list. 
According to the condition laid down in
the MA. 
Standard submission schedule: 
Product not marketed àevery 6 months
since the product is authorized
Product marketed à every 6 months for
2 years, then once a year for the
following 2 years and thereafter every 3
years
At Competent Authority request 

Regulation/
Guidelines

Regulation (EC) No 726/2004, Directive
2001/83/EC, Commission Implementing

Regulation (EU) No 520/2012 
Regulation (EU) 2017/745  

Content and
Format

Guideline on Good Pharmacovigilance
Practices (GVP) Module VII – Periodic Safety

Update Report 

MDCG 2022-21 Guidance on Periodic Safety
Update Report (PSUR) according to

Regulation (EU) 2017/745

Submission

 PSUR up to 12 months: < 70 calendar
days after DLP
PSUR beyond 12 months: < 90 calendar
days after DLP
At Competent Authority request: generally
specified; otherwise, < 90 days after DLP
Submission through PSUR repository.  

  

Class III, Class IIa/IIb implantable: < 90
calendar days after DLP. Submission
through EUDAMED (when fully
functional). In the meantime, PSUR shall
be available upon request. 
No submission is required for Class IIa
and Class IIb non-implantable. PSUR
shall be available upon request. 

Safety Reports 
Post-marketing Phase

Class IIa: every 2 years
Class IIb: every year
Class III: every year


